United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/743,354 



12/22/2003 



7590 



11/17/2006 



28940 

PFIZER INC 

10555 SCIENCE CENTER DRIVE 
SAN DIEGO, CA 92121 



Mark L. Boys 



PC31766A 



9317 



EXAMINER 



GEMBEH, SHIRLEY V 



ART UNIT 



PAPER NUMBER 



1614 

DATE MAILED: 11/17/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Qffit*f* Action Summarv 


Application No. 

10/743,354 


Applicant(s) 

BOYS ETAL 


Examiner 

Shirley V. Gembeh 


Art Unit 

1614 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 
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Disposition of Claims 

4) [3 Claim(s) 2-6 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) S Claim(s)l is/are allowed. 

6) E3 Claim(s) 2-5 is/are rejected. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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DETAILED ACTION 

The response filed September 06*, 2006 presents remarks and arguments to the 
office action mailed June 30, 2006. Applicants' request for reconsideration of the 
rejection of claims in the last office action has been considered. 

Applicants 1 arguments, filed, have been fully considered but they are not deemed 
to be persuasive. Rejections and/or objections not reiterated from previous office 
actions are hereby withdrawn. The following rejections and/or objections are either 
reiterated or newly applied. They constitute the complete set presently being applied to 
the instant application. 

Status of claims 

Claims 1-5 are pending in this office action. 
Claim 1 is allowed . 

Claims 2-5 are now pending in this office action. 

Specification 

The abstract of the disclosure is objected to because it contains legal wording 
because of the word "comprising" therein. Correction is required. See MPEP 
§ 608.01(b). 

Response 

Applicants remarks regarding the 1 12-first paragraph in the office action of record is 
persuasive, however, there still remains the question of enablement regarding the broad 
genus treating conditions mediated by avP3 and/or avPsintegrins. To overcome this 
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rejection, Applicant can incorporate the claims into the specification and limit the 
method of use to the treatment of kidney and or human colon carcinoma as Applicant is 
in possession for such. 

New Claim Rejections - 35 USC §112 

Claims 2-5 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, in such a way as to enable one skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention. 

The claims are directed to the treatment of a condition treated is selected 
from the group consisting of tumor metastasis, solid tumor growth, angiogenesis, 
osteoporosis, humoral hypercalcemia of malignancy, smooth muscle cell migration, 
restenosis, atheroscelorosis, macular degeneration, retinopathy, and arthritis, 
comprising administering a therapeutically effective amount of compound composition 
of claim 1 3-(3-tert-butyl-5-iodophenyl)-4-{3-[3-(5,6,7,8-tetranyaro-l, 8- 
naphthyridi- n-2-yl)propyl]-l,2,4-oxadiazol-5-yl}butanoic acid (elected specie from 
restriction requirement) . The specification provides no support for a variations of the 
diseases for the broad use of the compounds of claim 1 . With regards to how to make, 
the claims support the that portion of the 112, however, the support if any is very 
general (see examples in specification), on how to use, especially how to extrapolate 
the assay to the treatment of the disease claimed in claims 2 and 4. Showing general 
mechanism (see page 250-253 of specification) does not encompass that the 
composition will support the broad use of treatment. 
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Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized in Ex parte Forman . 230 USPQ 546 
(BPAI 1986) and reiterated by the Court of Appeals in In re Wands , 8 USPQ2nd 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1) the quantity of experimentation necessary, (2) 
the amount or direction presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those 
in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 

Nature of the invention state of the prior art, relative skill of those in the art 

and the predictability of the art . 

The nature of the invention is a method of treatment of a condition treated is 

selected from the group consisting of tumor metastasis, solid tumor growth, 

angiogenesis, osteoporosis, humoral hypercalcemia of malignancy, smooth muscle cell 

migration, restenosis, atheroscelorosis, macular degeneration, retinopathy, and 

arthritis, comprising administering a therapeutically effective amount of compound 

composition of claim 1 3-(3-tert-butyl-5-iodophenyl)-4-{3-[3-(5,6,7,8-tetranyaro-l, 8- 

naphthyridi- n-2-yl)propyl]-l,2,4-oxadiazol-5-yl}butanoic acid (elected specie from 

restriction requirement) composition wherein the composition comprises one or more 

additional therapeutic agent. The nature of the invention is very broad, and the relative 
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skill of those in the art with expertise in the field of abnormal cell proliferative and 
inflammatory diseases. 

It is clear the art to which the present invention relates is highly unpredictable 
and unreliable with respect to conclusions drawn from laboratory data extrapolated to 
clinical efficacy. Applicant has not conveyed that compounds of claim 1 or elected 
compound is that sole compound that will treat if not every disease recited in claims 2 
and 4. Also Applicants have not provide highly predictive competent evidence or 
recognized tests to treat a wide variation of diseases or conditions recited for the 
claimed methods. Pharmacological activity in general is unpredictable. 
The amount of direction or guidance provided and the presence or absence of 
working examples 

There are no working examples to any specific disease on how treatment is carried 
out with the assay data on pages 250-253 of the specification. One skilled in the art 
would not know how to define treatment as there is no indication of how treatment is 
measured. For example a control, how long treatment was carried out for it to be 
determined as treatment, comparison with other compounds? 

The guantity of experimentation necessary 
Presently, guidance as to which particular disease is contemplated according to the 
recited limitations in the claims is absent. In particular, with respect to methods of 
treating conditions mediated by avp 3 and/or otvp 5 integrins, the skilled artisan would 
expect the interaction of the claimed compound to be very specific and highly 
unpredictable absent a clear understanding of the structural and biochemical basis for 
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each disease with the compounds. Absent reasonable a priori expectations of success 
for using the particular compound with a representation to treat any particular disease, 
one skilled in the art would have to test extensively many disease states to discover 
which show efficacy. Since each prospective embodiment, as well as future 
embodiments as the art progresses, would have to be empirically tested, undue 
experimentation would be required to practice the invention as it is claimed in its current 
scope. The specification provides inadequate guidance to do otherwise. 
State of the prior art: 

See (J. Nat. Cancer Inst., Vol. 94, No. 11, 790-792, June 5, 2002.) Since no universal 
cure for cancer has been developed, it follows that there is no correlation between the 
assays relied upon by applicants and the ability to treat every or at most a wide variation 
of conditions mediated by ctvp 3 and/or ctvp 5 integrins. 
Claims 2-5 are not allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

ARDIN H. MARSCHEL 

SVG SUPERVISORY PATENT EXAMINER 

5/10/06 



